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I, Dr. Vderie Azottl^, deolare as fbUom; 

1) 1 am Dr. Vakda AxonfaQruAo ti an invaitBir naaud in theoiiove* 
ideotiflad sQbfcat invenHoii. 

2) Iindanindtliatthe9«Qttigdaina,daiiitt40to90,atenjectedviider 
35 U,S.C Mction $ 103(a) aa aUegadly u^tteniable over IXotiich et al. (WO 99^7917; 
herdnafier "Dlctrieb") in view of Ijwdbeis at aL I abo ondentaad that Dteitieh was 
pubifrtied <m Juna 10, 1999. 

3) The priori^ data of the above>identifiod apfdication if Ju&e 22, 1999, 
<«4ileb la wan wiiUn one year of tiie publication data ofDienkh. 



4) Mmepviwr. the aubjoct invention !■ iMtMiai! ta > fomwil^ff?^m ftr a 
b atrimid aaBDlBderlvatlwbyhayfagaaingtoneutialiaBdcBt^ This 



9UZ 39Vd 



!mes:y so-o^-udv 
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•eq^o es^ ose ^uiLiods qiavq do loudo mn -m w 
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I . ie.PPR.20aS 11(23 972 B4 €3MPM 

DocbntiMi of Volerie Azoulay 
U.8. App. Ser« No. 10/OIS»9ft2 
Pagol 

bmmion waa oOBoeh^ ood lodueed 10 

Thezirf9i«.Dielridii8iiiuuitibloAiF^ In support of fhb position itiuoh^ 
aiococfaihitat pfo^cbd boft in theorigliud knguogooiidfiilly tmidatad into Eb^I^l 

5) Mox« apeoMcally , an ea^ttimM involving neiilralisdng an enieric 
cofttingby qipiying an aOcalino compound^ was perfonned by the Applicant on January 
19» 1999* lUa caverinkent fbacuml a bcnamidaMie ampoundp omapiazole (intecnany 
coded as "ODYSSEUS"), fbnnolatod into tablet cotea. mWdi were Aen coaled wMi an 
onmiceoaitiig. Tbeioaoltsdiofwod Out the enteric potymerw 
ailcalineeoiqpaunibdiiapaKticate tlioCerdficaeeofAiialysia 
fiir diis aqMriment (BxIdbK A) ia dated Joniaiy, 27» 1 999. The CeitificatB indic8t» that 
the tabieowm coated with an enteric coating and bf0D|(te ^UneSof 
BxhibltA}. Tbeinatfuctimalhrtbiioaqpefifliemlodicateal^ 
(the neutralians compoond) waa mixed wiA the coating anqmaion to achiew diia pR 
(See section K of Baditblt B). 

fi) Finifaerexperhienta were perfennedfivim Jam 
Match IS. 1999* Maiiyofthe9ceqierfatt^exenq)lifyfliesid>je^ 
In theae eiqifltlniettts odier pofymom were neutial^^ 

aevo[BlofiheseeqiafaiientvhBdpiraof7J9,7.48and8.Q3. (See for example; MoUona 
14.7 and 1.4*9 of Eidilbit C; and section L4.7 of BxhibB D. re^cctively). 
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Dsdamtiim of Vdnie Azoid^ 
us. App. Ser. No. 10018^ 

aO sMoMBis made m Ui&RnatioD and bdl«f«M bdi«^ 
these iiatBinents are nude wIA lb* IcvovrtodiB thit «^ 
jnmbhdile by fine or Imprisomneot under M U.S.C. Seetkn 1001 and ftut any aueh 
aiaienent nay jeopaidize the vididhy of On aubjeei epjAici&m Ot any patent »— H 



thereoiL 





Date 



9i/y 30Vd 



•'nves-'v so-oi-udv 
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Docket: 24305 
Previously: DOl/200 



Sin 



CERTIFICATION 



I, the undersigned Sol Sheinbein, hereby declare that I am well acquainted with 
the Hebrew and Engjiish languages and that the document attached hereto is a correct 
English translation of the wiginal document drawn up in the Hebrew language. 

In witness whereof I certify die correctness of the said translation by my signature 
on this 1 1*' day of April 2005. 



Raujectfully submitted, 

Sol Sheinbdn 
RegisHation No. 25,457 



Date: April 11,2005 
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TBAK8LATI0N INTO ENfOLISH OF EXHIBIT A 



BADDSPARTMBNT 



CmmHCATE OF ANALYSIS NO'J^ 



rrodoct ODYSSEUS 20my 




It^vedty Vrferic data 27.1.99 Umc 8:00 



Teat aoilied/egqiie^rMw 
DIffiol!id<m 7bn £«strio fluid andtimpH 6.8 



ravUa 



ramaiiw 
check 3/3 



DISSOLUTION 

|a gjrmittiaflui<tl»iif.g.g vat:900iiil eaBlWHeiit;i»iiaer.pja;lflfl 
sompiM tinn: 1^ -22129S/C1 

VeasdNb. 1 2 3 4 5 6 

nbWdsht 0.71SS a7»2 Oi91S 0.7374 0.7318 0.7496 

ATTACHDI8S<».UTB3IN ?KOFIL£ 
Remdtfile 

LdKnsstofy iti»iber; 51S6 analytf ■ rignBtuce: 
M«..h««ir. ferte iM>. 1 I>ate:2LQL9S 



Sisoatutt ofraipooslUA RftD »fo\q)_ 
fiavMoBB of RA^ Ubonuny BiBiH^ 



I I 
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]ii>yion am )i<^ *rm .OMnna todidd nifTitfy ££o»^ VfTivrn juonto )0 TvVao man 7.1 



i 



.niv<y9 <nVani nOiyon ni'Vaon im Vipv; 7.2 













(ioii7jnaniK)n'>aD nrm 
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Ma/tkb 
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TRANSIATIOII WTO BN0U8B OF EXHIBIT B 

.ODYSSEUS TABLET 

• Mixer _ MMjhlaeken 

. DiflbMrtUlbalaaetf 



pSS»dipi«»v5ferco(rtiBg.Tto 
SelfllttWtioiifc I approve warUngAec^^ 
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7. dettUiiofltaBtMikivsP'ocedDn: 

7.1 taketlMimcMtadtd>lstBb«weishtoflMJatem^ 
Alt iadSoate ^ itMos of Iho ttUds Omooated). 

D9te:25*L22 nametadiisaalisre of employee 



7^ w»igh the afithw aadiiuetivo Opiseebo) tablets, 
a paa dumU cootaln ft total wdgbt of about 2.000 kg 



Ibactiva taUeia ^laoebo) 



Biatwetelit 
Tanweig^ 
Nal-wwi^ 



aelHieiablstt 



2.000 l(g 



and algpanBe of envUqrae . 



laaotlva tabbtt (placebo) 

TaUct oMaa WBigU (50 tAlelO 
DjiB Jj^.t-Oy oimfl apd irtgnaTBre (rfetnployx . 

t. cogqxMUoii«rooatiiigdIipatiflii: 



aclhictRUela 



597 ng 



3933tablata 

data 

25.1.99 

25.1.99 

25.1.99 

25.1.99 

25.1.99 

25.1.99 



riflumn maOifyOte) rtwmatMlal mffUk lemaifci 

2ks ODWSBUa «00 

1.050 kg water 

0.700 hi (ototlflnNaOH lin^itcr 

0.700 1« EudrtgitUOD 

0.021kg frie09l< 

0.064 kg tale 



total 



680 
70O 
720 
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NO.fVB P. 15 



«OMl232Ar 





^»1*niia -vw* n»ro» -wsifi tnvJl^l 



TWBISn. ontATB 



0.07SKO 



) 
) 



7^ 



SQDKJMLAIIRYL SULRUTB 



0409 Xfl 



liatynpifiniw 



■A 



AQQAT 



TALC 



0^1 KO 



0,1S9XQ 



PmSoTS 
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OMEntAZOfJBSOW 





iiB*ifin 



NO. OB P. 16 



SOLUTION SODIUM 
HYMOXIDBllii! 



'>pwa 



0.360 KO 



20|rintfinn'n iSOLUTUM BCaStUMHVQitDSCy&B I M 



.^iin ph;^ -nr 1*4*7 •ivoia in&WPn m 1*4.9 



,so»iTiaMSOTiUM>nrpiuxxv(ttiM b«n>9i9n^ 1.4.10 



ysntmri >pmn m '^rmii yvra ppm «rr<na pnyn 1«5»1 
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TRANS LAT10N INTO ENGUSH OF EXHIBXT C 



CoofiisB^ b&nBatkm For 
1^ Fi?qMmtloa of ontcric coating w^cssion 

name of amlove e 
gigMtmc 



IA2 hstndvmamomndmMia^ 



Weight 


Rawmeteiial 


Name A signamre 
of 1" employee 


KameAaignature 
of 2°^ employee 


3.372 KG 


Pmifiod^water 






1A3 add ^nliilo mixiiig in the mixer until dimlving ameaauied atmnint of: 

dafts: 22J.99 


Weight 


Ra:w material 


Name & rignatore 
of 1"* employee 


Name aignature 
of 2*^ employee 




TRJEIHYL 
CITRATE 






lAA odd v4ille nixing in (he nuxei until 

datei22.3^ 


Weight 


Raw material 


Name & slgnatum 
of l' employee 


Name ft algnature 
of 2^ employee 


0.009 KO 


SODIUM 
LADRYL 
SULPHATE 






1.45 addwUIemis 


dvig a jnBajured amount o£ 


date: 22.3.99 


Wdgbt 


Raw material 


Nme & Bignonite 
of I*' employee 


Name A slg^iature 
of 2*^ employee 


0271 KO 


AOOAT 






0J3SKO 


TALC 






1.4.6 add vflille tnlxing: 




date: 22^ 


Weight 


Rawawlend 


Nemo A ai^iatuie 
of l'' employee 


Name A aiffiatittte 
of 2"^ employee 




SODIUM 
HYDROXIDBIM 
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Cdiitiitiie ouxiag 30 mini^ 
Banning tfaiie:lfi;flgi 

name ofampioyw ^. 

M.7 diacikpHofihesiiqpeiisiMlvapHmetar 

name of employe e 

M.S fai08aetbejtHiBitotin1heUmtoof8-10,addSOLimON9ODIUM 
HYDROXIDE 1 M in fioitien9of20 grand mix 15 mimiias after evoy 

Chmk pH after evBiy alditiQii. 

nameofeflqiloyee 

1.4.9 po&nnAeaetioiustMtiag In lecdon 1.4.7 qi^ 

name ofanptove e 
»iMlurB 

1.4.9 findqiuaotityofSOLiniQNSODIUMHYDIlOXIDEIM 
added -0.020 kg 
final pH« 8.03 
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ie.PPR.2005 ll:Z6 972 04 



HO.0e8 P.i9 



CMBBUXOLSZOmg 



•nTnn wp* ny>ip no»»nnw-ty maombt m^iid -f'SmmsR 



^«T)nm 'Mtm miro tnm v^AAA 



s-ptywfwnpw 



•usn 



2.S50KO 



TfUKTHYLCITRATB 



0«05ftXO 



2 TW fWSUD 



SODniMIAVXYLSULPIUni 



OAOCKO 



•pMil 



"Win 



AQOAT 



TALC 



if WD 



0^5X0 



11/04 05 MON 14:32 FAX 972 3 6127575 



G, E. EfiRLICH 



@012 



iB.APR.eem 11:26 97? 



OMBRAXOUiaOnf 





iiayninnmQiP 




mam 






^^b^ii ^^^^ 




SdUffiaMSODIUlf 
mrDROXIDlIlM 





tnNn 




5 , .mHw 



20gr>lii 



fSOUmON SODIUM HYDBOXYDB 1 M 




jKumoMatmjM 



iM 9vrn)S)9 jniH 1.4.10 
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TRANSLATION INTO ENOUSH OF EXHOSXT D 



Confidential Infiiniiitim 
1.4 PnparstlonofeDtedQcoaiiiigmifliwxMjoa 

ttflmo of cttMolcv w 
rigggtnre 



1.4a bitipdvooanieasivcdHmoiiirtaffliefoUov^ 
staitdaa-stUl date! 4.fcM 



Weight 


Rawmateiial 


Name dgnamre 
of l^OTployec 


Name & signature 
of 2"^ employee 


2.550 Ka 


Purified water 






1A3 add'ixrtiileinijdngladwiiUxeruatfldiMOlviBgAinaaaan 

date: 4.6.99 




RawmAteiial 


Nameftttgoatuxc 
of l^enmlovee 


Name & fiignatum 
of 2^ employe 


0.OS8KG 


TfUBTHYL 
CmtATE 






1.4.4 ftddiwUIeiiilxiitgintheQiixtfURifldiawhiiiKaineas^^ 

date: 4.6.99 




Raw material 


NameftalgMtura 
of 1*^ employee 


Name & signature 
of 2"^ employee 


0.006 RQ 


SODItiM 
LAURYL 
SULPHATE 






L4.S add wUIe ndxing a nmsurol amount o£ 


date: 4.6.99 


Weight 


Raw material 


Name A rignaturo 
of 1* employca 


Name & signature 
of 2^ employee 


0.205 K0 


AOOAT 






0.104 KO 


TALC 






IA.6 add^ibilesuxiQg: 




date:4.6^ 




Raw material 


Name ft signature 
ofl^wmtoyee 


Name A aignasure 
of 2l*^ employee 


0,275 KQ 


SOLUTION 

SODIUM 

HYDROXIQBIM 
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Begfaming tina: fi&tt 



1A7 oheckpHoftiheiuqmsioabjrapHxnetar 



of employe e 



wnpUive ft 
rignature 



imtONflODlUM 




date 

aame of employee^ 



1.4.9 



date^ 
name of employee^ 



i yoothy o f S OLimON SODIUM HYDROXIDD IM 



dale 
ofeniployee. 



1 .5 Appnnremaiit Of Tablato Vw Coatliig 

1^.1 Copy flrcun die '^FbllowHip of compress docunusatf Ihe average nveight 
before eoatfng of dieiabkt2£LBtg 

date 4/6/99 

Bame of eoqdoyee 

signature 
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